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M OF INFQRMATfQN SUM 

RUMENSIN 80 
Type A Medicated Article for Dairy ~~tt~~ 

1. GENERAL INFORiUATION: 

a. File Number: NADA 095-735 

b. Sponsor: Eianco Animal Health 
A Division of Eli Lilly & Co. 
Lilly Corporate Center 
Indianapolis, &I 46285 
Drug Labeler Code: ~00~86 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

j. Species/Class: 

k. Recommended Dosage: 

Monensin sodium 

RUMENSJN 80 

Type A medicated article 

50 lb bag 

OTC 

Monensin sodium - 8Ograms per pound (176 
g/kg) 

Oral in feed 

Dairy Cows 

Component Feeding Systems GncludinP top 
Feed continuously to dry and lactating dress): 

dairy cows a Type C medicated feed 
containing 1 I to 400 g/ton monensin. The 
Type C medicated feed must be fed in a 
minimum of 1 lb of feed to provide 185 to 660 
mglheadlday monensin to lactating cows or 
115 to 410 m~ea~day monensin to dry 
cows. This provides cows with similar 
amounts of monensin they would receive by 
consuming total mixed rations containing 11 to 
22 g/ton monensia on a 100% dry matter basis. 
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I. Pharmacological Category: 

m. Indications: 

n. Effect of Supplement: 

Ionophore 

For increased milk production efficiency 
(production of marketable solids-corrected 
milk per unit of feed intake). 

This supplemem to the NADA provides for 
use of R~~S~.g~ in dairy cows in 
component feeding systems (including top 
dress). 

2. EFFECTIVEh?ESS: 

a. Dosage Characterization 

Dose characterization was performed as part of substantial evidence (see item 2.b below). 

b. Substantial Evidence 

Data described in the Freedom of Information (FCX) Summary for the parent new animal 
drug application for monensin in dairy cows approved October 28,2004 (NADA 095-735), 
were used to establish effectiveness of monensin when used in component feeding systems 
(including top dress) for dairy cows. Data fi-om this study, conducted with dairy cows fed 
monensin in total mixed rations (TMR), utilized daily dry matter intake (DMI) of 
individual cows (summarized on a weekly basis in lactation and dry periods), to determine 
daily monensin intake (mglheadlday). Cows were fed TMR containing 0, 8, 16, and 24 
ppm monensin (100% dry matter basis). The approved range of monensin concentrations 
in TMR from the approval of October Z&2004, was 12 to 24 ppm. Twelve (12) ppm was 
established as the low end of the approved range by use‘of non-overlapping confidence 
interval methods, see FOX Summary of October 28,2004, approval. When monensin was 
expressed on a g/ton basis ( lQO% dry matter basis), the tested doses were 0,7,15, and 22 
g/ton, and the approved range was 11 to 22 g/ton. For purposes. of data presentation in the 
current FOI Summary, monensin concentrations are expressed in ppm. 

Monensin intakes were calculated by multiplying the mean daily DMI for each animal for 
each week of the study by the monensin dose. Data from the 16 and 24 ppm treatment 
groups were used to establish’ranges in mglheadlday monensin intake. These two 
monensin concentrations were ~&thin the approved range of mcnensin concentrations, and 
DMI were not available at 12 ppm. 

The measure of variability of monensin intakes employed was f 2 standard deviations from 
the mean for the 16 and 24 ppm doses, and the ranges were calculated as follows: 
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1. Calculate the arithmetic mean (M) and standard deviation (STD) for each treatment 
group (16 and 24 ppm) from the average daily DMI during each week of the period for 
each animal. 

2. Compute ‘*Confidence Limits” (the plus/minus 2-standard deviation limits) with unit 
kg/head/day of DMI. 
Mn + 2*STDn for dose “n”.ppm. 

3. Compute ‘“Confidence Limits” with unit mg!head/day of monensin. 
n*M, f. n*2*STDn for dose n, ppm. 

4, The range of the monensin intake is from (16*Mi6 - 16*2*STDr~) to (24*M24 -i- 
24*2*STD2& 

For calculating the ranges during lactation, DMI data were used”for the standardized 
lactation period of the first on-study lactation (1 (to-30% days in milk (DIM); see FOI 
Summary of October 28,2004). For calculating ranges during the dry period, data were 
used from the first eight weeks fallowing the first on-study lactation. 

Results for the lactating cows are summarized in Table 2.1. 

During lactation, the range of.monensin intakes from -2 STD for the 16 ppm dose to +2 
STD for the 24 ppm dose was 185 to 659 m~~d/day. 

Results for dry cows are summarized in Table 2.2. 

Table 2.2 Average Daily Dry Matter and Monen$n Intake Dur$ng Weeks 1 to 8 of the Dry 
Period 



. Freedom of Information Summary 
NADA 095-735, Monensin sodium 
Page 5 

STD - Standard Deviation 

The range of monensin intakes from -2 STD for the 16ppm average to -f-2 STD for the 
24ppm average was 116 to 410 mg/head/day. 

The ranges in mg+head/day doses of monensin to dry and lactating cows necessitate a broad 
range of g/ton monensin concentrations in the Type C rn~~a~e~ feed for component 
feeding systems (including top dress). To this-end, the sponsorproposed a range in 
monensin concentrations of 11 to 400 g/ton (as fed) in the Type C medicated feed for 
component feeding systems (ineluding top dress). This proposal is supported by 1) U.S. 
approval for the use of Type C medicated feeds up to 4OU g/ton~for growing cattle (pasture 
and dry lot); and 2) ancillary studies supporting safe use in dairy cows with monensin 
concentrations in feed for component feeding a;nd top dress of up to 450 ppm or 
approximately 400 g/ton (Van der Werf et al., 1998; P&ipps et al., 2000). Therefore, the 
sponsor’s proposal for the 1 I to 400 g/ton monensin concentrat$ons in the Type C 
medicated feed for component feeding systems (including top dress) is acceptable. 

Given the above information, the approved label contains the following statement: 

“Comvonent Feeding Systems (in&ding tov dress): Feed &mtinuously to dry and 
lactating dairy cows a Type C medicated feed containing 1 It to 400 g/ton monensin. 
The Type C medicatedfeed must be fed in a minimum of I’ $-ound offeedper cow per 
day (Table 3) to prov$de 185 to 660 mg/headiday monensirz fog lactating cows or 115 to 
410 mg/head/day monensin to dry cows. This provides C&S with similar amounts of 
monensin they would receive by consuming total mixed rations containing 11 to 22 
g/ton monensin on a IOU% dry matter basis. ” 

References: 

J.H.J. Van der Werf, L.J. Jonker and J.R..Gldenbroek. 1998. Effect ofmonensin on milk 
production by Holstein and Jersey cows. J. Dairy Sci. 81:427-433. 

Phipps, R.H., J.I.D. Wilkinson, L.J. Jonker, M. Tarrant, A&. Jones and A. Hodge. 2000. 
Effect of monensin on milk, production of Hulstein&%z&tn dairy cows. J. Dairy Sci. 
83:2789-2794. 

3. TARGETANIMAL SAFETY: 

Target animal safety was established in the parent new animal drug application for monensin in 
dairy cows (See FOI.Summary of the approval of October Z&2004). 
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4. HUMANSAFETY: 

This supplemental applicatiofi is for an alternative feeding method for the use of RUMENSIN 80 
Type A Medicated Article (mom&n so&um) in dairy cattle. No.~dd~~o~al human food safety 
studies were required to support this supplemental approval, because FDA determined that the 
human food safety information was avaiiable in the parent new animal drug application for 
monensin in dairy cows (See F0I Summary of the approval of October 2&,2004). 

A. Toxicology: 

An AD1 for monensin of 12.5 micrograms per kilogram of body weight is codified for 
monensin (21 CFR 556.420). 

Safe concentrations of I ,5,3.0,4,5, and 6.0 ppm were established for muscle, liver, kidney, 
and fat of cattle, respectively, The%afe concentration of monensin in milk is 200 ppb. 

B. Residue Chemistry 

1. Residue Chemistry Studies 

No additional residue chemistry studies were required for this supplemental approval. The 
residue study previously submitted to support the use of monensin in dairy cattle under 
NADA 095-735 reveals that the total residues in the edible tissues and milk at practical 
zero withdrawal were far below the safe concentrations when the cattle were dosed at 
36g/ton. Therefore, FDA concluded that this alternative feeding method for the use of 
RUMENSIN 80 Type A Medicated Article (monensin sodium).in siairy cattle will not 
result in total residue concentrations in the tissues and milk of treated dairy cattle above the 
safe concentrations at the approved zero withdrawal. 

2. Marker Residue and Target- Tissue 

The marker residue for monensin is parent monensin. A specific target tissue is not 
identified. 

3. Tolerance for the Marker Residue 

The codified tolerance for monensin in the edible tissues of cattle ‘is 0.05 ppm (21 CFR 
556.420). Milk tolerance for monensin is not required. 

4. W ithdrawal Period 

Neither a preslaughter withdrawal period nor a milk discard period is required for the use 
of monensin in dairy cows. 
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C. Microbial Food Safety 

The Agency has considered the proposed supplement to allow top-dress or component feeding of 
monensin (RUMENSIN SO) to dairy- cattle, and determined that a hazard (characterized as zoonotic, 
pathogenic bacteria of public health concern in or on dairy cattle treated with monensin, and resistant 
to monensin or other human use antimicrobials as a result of exposure to monensin) is not of a 
magnitude that warrants further microbial food safety assessment at this time. 

D. Analytical Method for Residues: 

The requirement for a regulatory determinative method. has been wpived. However, the 
determinative HPLC method used to support the orig@l mone~i~ sodium applications is 
available from the Center for Veterinary Medicine, 7500 Standish Place, Rockville, MD 
20855. 

E. User Safety Concerns: 

User safety concerns associated with the effects of accidental inhalation or direct contact have 
been satisfactorily addressed by establishing label warnings. The bags of Type A medicated 
article, Type B medicated feed, and Type “C medicated feed contain the following warning: 

Wben @ing and @andHag Ruimensin@ 80, use protec@ve @;iothing, impervious 
gloves and. a dust mask: Oper&ors should wash tho~o~~~ly with soap and 
water after handling. If accidegtal eye contact qccursT i~~~d~ate~y rinse with 
water. 

5. AGENCY CONCLUSIoN;S: 

The data submitted in support of this NADA satisfy the requirements. of section 5 12 of the Federal 
Food, Drug, and Cosmetic Act and 21’ CFR Part 5 14 of the implementing regulations. The data 
demonstrate that monensin sodium fed continuously as a component or top dress to dry and 
lactating dairy cows in a total diet containing 11 to 400 g/ton monensin, (I 85 to 660 mglheadlday 
to lactating or 115 to 410 mg/head/day to dry cows in a minimum of 1 ‘lb of feed) is safe and 
effective for the claim indicated in s&ion 1 of this FOI Summary~ Component feeding (including 
top dress) in this manner provides cows with similar amounts. of monensin they would receive by 
consuming total mixed rations containing 11 to 22 g/ton monensin (100% dry matter basis), the 
conditions provided for in the parent n&v animal drug approval for RU&fENSIN 80 (NADA 
095735) in dairy cows dated October 28,2004. 

This approval does not qualify for marketing exclusivity under section 5 12(c)(2)(F)(iii) of the 
Federal Food, Drug, and Cosmetic Act. 

Pursuant to 21 CFR 5 14,106 (b)(2)(i), this supplemental NADA approval is regarded as a 
Category II supplemental change which did require a reevaluation of safety and efficacy data in 
the parent NADA for dairy cattle. 
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The drug is to be fed in Type C medicated feeds in accordance with section 1 of the FOI Summary 
and the Blue Bird labeling that is attached to this document. 

The Center for Veterinary Medicine hasconcluded that, far this pro&&, adequate directions for 
use by the layperson have been provided and the product will have over-the-counter (OTC) status. 
Label directions provide detailed instruction in plain language. The drug product is not a 
controlled substance. Thus, .the drug product is assigned OTC status, aJld the labeling is adequate 
for the intended use. 

No patent imormation was submitted by the sponsor with this application. 

6. ATTACHMENTS: 

Facsimile Labeling is attached as indicated below: 

RUMENSIN 80 Type A Medicated Article Label 
Monensin Type B Dry Dairy Cattle Medicated Feed Label 
Monensin Type I3 Liquid Dairy Cattle Medicated: Feed Label 
Monensin Type C Dairy Cattle Medicated Feed Label For Component Feeding System 
(Including Top Dress) 
Monensin Type C Dairy Cattle Medicated Feed Label For Total Mixed Rations 





CAUTION: Do not allow horses or other equines access to feeds containing monensin. Ingestion of monensin 
by horses has been fatal. Monensin medicated cattle and goat feeds are safe for use in cattle and goats only. 
Consumption by unapproved species may result in toxic reactions Feeding undiluted or mixing errors resulting in 
high concentrations of monensin has been fatal to cattle and could be fatal to goats. Must be thoroughly mixed in 
feeds before use. Do not exceed the levels of monensin recommended in the feeding directions as reduced 
average daiiy gains may resuft. Do not feed to lactating goats. If feed refusals containing monensin are fed to other 
groups of cattle, the concentration of monensin in the refusals and amount of refusals fed should be taken into 
consideration to prevent monensin overdosing. A withdrawal time has not been established for pre-ruminating 
calves: Do not use in calves to be processed for veal. 

YOU nriAY NOTICI? 
* Reduced voluntary feed intake in dairy cows fed monensin. This reduction increases with higher doses of 

,out rn~~~si~ as #ha cause of used feed intake before ~~rjbuti~g to other c-auses such as 
illness, feed management, or the environment. 

+, Reduced milk ‘fat percentage in dairy cow&fed rnone~s~n~ This redu~tiun increases with higher doses of monensin 
fed. 

* Increased incidence and treatment of cystic ovaries and metritis in dairy cows fed monensin. 
0 Reduced conception rates, increased services per animal, and extended days open and corresponding calving 

intervals in dairy cows fed monensin. 
Wave a ~~m~ehensive and ongoing nutritional, reproductive and herd health program in place when feeding 
monensi~ to d&y lows. 

Avoid moisture and excessive heat. Not to be used after date printed at top of bag. 
*Elanco @ I, Rumensin Q , and the diagonal color bar are trademarks of Eli Lilly and Company. 

Elanco Animal Health, A Division of Eli Lilly and Company, lndianapo~is, IN 46286, USA 

To report adverse effects, access medical information, or obtain additional product information, caIl 
I-8w428-4441 



Directions fw USe 
Read All Directions Carefutly 
Before Mixing and Feeding 

Active Drug Ingredients: Manensin Granulated, LISP, 80 g monensin activity per pound. 

Feedlot Cattle: 
A. For improved feed efficiency. Feeding Directions: Thoroughly mix Rumensin 80 to make one ton of complete feed 

that provides 5 to 30 g/ton monensin’on a 90% dry matter bask {Table 1). Feed complete feed (5 to 30 g/ton) 
continuously to growing finishing beef cattfe to provide not less than 50 nor more than 360 mg monensin per head per day. 

B. For the-prevention and control of coccidiosis due to Eimeria bovis and Eimeria zuernii. 
Feeding Directions: Feed continuously (10 to 30 g!ton) to provide 0.14 to 0.42 mg per pound of body weight per day, 
depending upon severity of chafienge, up to a ma~rn~rn of 360 mg of monensin per head per day. 

ncr&sed milk production efficiency ~produc~o~.of marketable solids-corr&ted milk per unit of feed intake). 
Feeding Dire&ions: 
~otal.~ed Rrations ~comu~ete feed”): Feed ~~~~n~ous~ to dry and tactati~~ dairy ouws a total mixed ration (“kompfete 

, feed”) containing 11 to 22 g/ton monensin on a lOQ% dry matter basis (Table 2). 
Comaonent feeding Svstems &-ieludina top dress): Feed continuously to dry and lactating dairy cows a Type C meditated 
Feed containing 11 to 400 g/t&r monensin (Table 3). The Type C Medicated,Fseo must be fed in a minimum of I pound of 
feed per cow per day to provide 185 to 660 mgtheadlday monensin to lactating cows or 115 to 410 mg/head/day monensin to 
dry cows. This provides cows with similar amounts of monenSin they would receive by consuming total mixed rations 
containing 11 to 22 g/ton monensin on a 106% dry matter basis. 

~r~~n~,~a~le’o~ ~a~t~r~ w iti d~-~ot.~~to~k~~ and feedet arqd dairy and,b~f,r~~la~~e~t h~fs~)~ 
A. For increased r@te of weight-gain. Feeding O&e&ions: Feed & the rate of not t&s‘than 50 nor more than 200 mg per head 

per day% ndt less than dn$ $&id of Ty# C ~~j~t~d Feed; or’#ter the 5th d&y, fe$d #tie rate of 400 rng pi@h&~S per day 
ev$+ry other day in not tess than‘ 2 pounds of Type C ~~i~te~ Feed. The monensin ~onc~nt~a~j~n in tk Type C AAedicated Feed 
must be between 25 and 406 grams per ton. During the first 5 days, cattle should receive no more than 100 mg per day 
contained in not less than 1 pdund of feed. Do not self feed. 

B. For the prevention and control of coccidiosis due to EimBria bovis and Eimeria zuernii. 
Feeding Directions: Feed at a rate to provide 0.14 to 0.42 mg per pound body weight per day, depending upon severity of challenge, 
up to a maximum of 200 mg per head per day. The monensin concentration in Type C Medicated Feed must be between 25 and 
400 g/ton. During the first 5 days, cattle should receive no more than 100 mg per day contained in not less than I pound of feed. 

c. Free-Choice (Self-Fed) Wedicated Feeds. 
All Free-choice medicated feeds must provide not less than 50 nor more than 200 mg monensin per head per day. (1) Free-choice 
medicated feeds manufactured from a published formula and/or specifications do not require a Medicated Feed Milt License. (2) Other 
manufacturers of Typa C free choice feeds with a proprietary formula and/or specifications require an FDA approved Medicated Feed Mill 
License. 



IV. Mature Reproducing Beef Cows (on pasture or in dry lot): 
A. For improved feed efficiency when receiving supplemental feed. Feeding Directions: 

Feed continuously at a rate of 50 to 200 mg per head per day. Blend into a minimum of 1 pound 
of Type C Medicated Feed and either hand feed or mix into the total ration. Feed (other than the 
Type C Medicated Feed containing Rumensin) can be restricted to 95% (of normal requirements) 
when 50 mg of monensin activity is fed, and to 90% at 200 mg. Cows on pasture or in dry lot must 
receive a minimum of 1 pound of Type C Medicated Feed per head per day. Additionally, a minimum 
of 16 pounds (air-dry b&is) of roughage such as siiage, haylage, ammoniated straw, hay or equivalent 
feedstuffs shoufd be fed in order to meet NRC recommendations for mature reproducing beef cows 
to gain 0.25 to 0.75 pounds per head per day. Standing, dried winter range forage may not be of adequate 
quality to result in improved efficiency when supplemented with R~rnen~~n. During the first 5 days, 
pastured cattle should receive no more ‘than 100 mg per day contained in not tess than. I pound of feed. 
Do not self feed. 

B. For the prevention and control of coccidiusis due to -Eiqieria bovjs and‘Eimeria zuernii. 
Feeding ~~~~~tjuns~ Feed at a rate of 0.14 to 0.42 m per ~?~~d of body ~ejght per day, d~~ndin~ upon 
severity of chaflenge, up to a maximum of 200 mg per head per day, During.the first 5 days, pastured cattle 
should receive no more than 100 mg per day contained in not less than 1 pound of feed. 

V. Goats: 
A. For prevention of coccidlosis caused by Eimeria crandallis, Eimeria c~rist~nseni and Eimeria 

~j~a~~h~ya~irn~vae. Feeding Directiok: Feed oornp~e~~ ‘f&d (2p g/ton) continuously to goats 
a$ the sole rattan. Feed onty to goats mainta~ned~i~ ~n~~ernent. 

ding veal c&as): 
ntiun atid c~~t~~~ of c~c~jd~osj~ d~*.~* E~m~ria bovis atid ~i~erja ~uernij~ 

Fee@ at a t-$9 ?f 0.14 $9 1 .a0 mg per pound df body whist per day, d~~~ndjng u,p?n severity of ~ha~ienge, 
up to a maximum of 200 mg of mon@nsin per head per day. The monensin ‘concentration 
in Type C ~ed~cat~d~~~~d m&t be bk&$v&&n $0 ahd’2Ofl g/ton. 

. ^ 



VII. Type B or C Medicated Feed Mixing Directions (Dry and Liquid): 
A. Dry or Liquid 

Thoroughly mix the following amounts of Rumensin 80 to make one ton of Type l3 or C Medicated Feed to 
provide the levels shown in Table 1. Dry Only - An Intermediate blending step should be performed to 
ensure an adequate mix. 

B. Liquid Limitations 
I. The supplement pH must be between 4.3 - 7.1. 
2. Stored liquid Type 6 Medicated Feeds containing Rumensin: For liquid feeds stored in recirculating 
tank systems: Recirculate immediately prior to use for not less than IO minutes, moving not less than 1 
percent of the tank contents per minute from the bottom of the tank to the top. Recirculate daily as 
described even when not used. * For liquid feeds stored in mechanical, air or other agitation-type tank 
systems: Agitate immediately prior to use-for not k;ss than 10 minutes creating a turbulence at the bottom 
of the tank that is visible at the top, Agitate daily as described even when not-used. 

CAUTION: Inadequate mixing (recirculation or agitation) of monensin Liquid Type @ or C Medicated Feeds 
has resulted in inncreased ~~~e~sj~ con~ntratjon which, has been fatal to cattle and could be fatal to 
goats: If feed refusals containing monensin are fed to other groups of cattle, the concentration of monensin 
in the refusals and amount of refusals fed should be taken into consi#eratjon to prevent monensin 
overdosing. 

Directions for Use: Read All Directions Carefully Before nixing and Feeding 

90% dry matter basis 



i-~i”,“‘.““--..““.~-“~.” __. ___~ ,... L __^” ___ 
Desired monensin concentration’ 

of Type B @Wed .basis) needed to pro ~~-~~_-~--.---*_____l_. 
~((Desrreci -“IIII_IIId,----*~ lewl of monensin in IMR g/ton) X (?4 d 

--%--‘+-..~ ---- -.“..“L. 

Example Diet: ~e~~~~~~~~~~~r basis), TMR contains 
I--..-.-, ..,.L” ,.-, ._1. 

50% dry matter, & Type B contains 500 g/ton of monensin. 
.-I, .., 

-- _.I/ l--__~;Lxx---~~-~^.-.~-.--“~ --w--lmem-.-p-r hx__/-dm”.. 
Example Solution: 

I~~~ L. 
((11 g#tort) X (0.50 dry matter of MAR) I500 gfion monansin in Type 6) X2000 = 22 fb ofType B needed pert”-~.~-~“.-- “.-. ‘. t --_I --,4se-&‘.-MI~*-w,u+ 

b It is recommended that 



Ib of Type 8 {as-fed) needed per ton 6f corn ponent fed -,-*---J I i pxL-e-^- - _, 
-I 

~.~“,-~-“--~“-.~-““__..-.. -..-i 
1 --.x _I___ “,“-“_“~. “_X.“, -_-l” ^,_I, 1 
i -..,_ “.-.---.“~ I.-.-Ixx^xI,~-^_L-III . . . 

jaAmount of Type 6 (as-fed b&is) neede 



Net Weight lb on bag a~r3mfk 

M~~~~~i~ Medicated Dairy Cattie Feed 
Type Es Medicated Feed 

Far Use in Dairy Cattle Feeds-Only 
Do Nat Peed Undilutqd 

IMPORTANT: MUST BE THORW.J3HLY MlXED INTO FEED BEFORE USE 

For Increased Milk Production Efficiency (production of marketable solids-corrected 
milk per unit of feed intake). 

Active ‘Drug T ngredien t 
Monensin sodium ..,.,...........,.......I........,,..I,......,.,..f.~,*. 23 to 80,000 g/ton* 

~~~~~~~~~d Analysi% 
Crude Protein, not less than ............................................. % 
Non-Protein Nitrogen (NPN)‘, not more than ........................ % 
Crude Fat, not less than .................................................. % 
Crude Fiber, not more than .............................................. O/o 
Acid Detergent Fiber, not more than ................................... % 
Calcium, not less than .................................................... % 
Calcium, not more than ................................................... % 
Phosphorus, not less than ................................................ % 
Salt’, not less than .......................... ..“..................; ......... % 
Salt’, not more than ....................................................... % 
Sodium3, not less than .................................................... % 
Sodium >, not more than .................................................. % 
Potassium, not less than ................................................... -% 
Selenium, not less than .................................................. *._ Ppm 
Vitamin A 2*4, not less than .- .. ............................................. I.U./lb 7 

‘When added. 
2 If added 
3Shall be guaranteed only when total sodium exceeds that furnished by the maximum salt guarantee. 
40ther than precursors of Vitamin A. 

Pagredjents 
Each ingredient must -be named in accordance with the names and definitions adopted by 
the Association of American Feed ContruS Officials. 



Mixing Di~W@as for Total Mixed Rsttictns 
Thoroughly mix monensin Type B Medicated Feed into one ton of iota] mixed ration 
(“complete feed”) to obtain the correct concentration in the Type C Medicated Feed (11 
to 22 g/ton monensin in total mixed ration, lQO% dry matter basis) (Table 1). [Use only 
the portion of the table below that is applicable to the concentration of manensin in the 
Type B Medicated Feed you manufactke.] 

Table 1: Mixing Directions for Dairy Caw Total fflixed Retions(TMR)a 

Desired monensin 
concentration In Type B Feed, AmQfJnt of Rumensin’ 80 

Rqslred mort&fn concentration, 

g&on; as.fed basisb 
Dry matter of 

needed par ton of Type 8, Cb” 
” g/ton !n’TMR” 

TfilR, % 11 15 22 
fb CrfTvOe i%fas.fed) nWded wrfm of TMR 

500 6.25 50 22.00 io.00 . 44.00 
60 26.40 36,OO 52.80 

2000 25 50 _ 5.50 7.60 
60 6.60 9.00 

aAmount of Type B (as-fed basis) needed to proc&ce the TMR with desired level ol morknsin is asfottows: 
((Destred level of monensin in TMR, g/tan) X (% dfy matter of TMR)lg/ton of m&en& in Type 8) x 2000 

Example Diet: Desire 11 @ton monansin in TMR (dry matter basis), TMR r&&ins 60% dy msttw, 8 Type B oontainb 5ao g/ton of mtxrensln. 
Example SolWon: (($1 gm) X ia50 dry matter af TMR) I500 g/ton mon~nsiri ifl Jjlpe B) X 2000 s 22 Jb of Type 8 &@ed per ton of TMR 

b It is recommended that Type B feeds containing more than 1440 S/ion be fwther diluted before r&ing into tha IMR. 
An example of further dilution would be a ratio of 1:lO of Type B Medicated Fee&Unmedicated peed, 

11.00 
13.20 

‘(Desired concentration of monensin in Type 6 feed. g/tony 80 g/lb. Example: 500 g/ton I86 glib a &25 I& Rumensin 60 per ton of Type 8 
d 100% dry matter basis 

Mixing Directions for CQmpc+nt Feeding ~~st~~.~~~~~d~~~ Top Dress) 
Thoroughly mix monensin Type B Medicated Feed into one ton of component portion of 
the ration to obtain the correct concentration in the Type C Medicated F)eed (11 to 400 
g/ton monensin) (Table 2). [Use only the portion of the table below that is applicable to 
the concentration of monensin in the Type B Medicated Feed you manufacture.] 

Table 2: Mixing Directions for Dairy Cows in Component Fecadtng Systems {~~ci~~ing Top Dress)‘l 

Desired monensfn Re~red~o~e~sf~ Conqentretian, 
concentration in Type B Feed, Amount cf Rumeflsln 60 
g/ton; as-fed basis” 

gFtaaJn Gomjsbnejgt Fead 
needed per tan of Type B, Ibe 50 2oD ,’ 400 

lb of Type 8 fas-ted) 
500 

per tonuf w’mpoiisnt feed 
6.25 MO.QQ 8txJ:ua i600.00 

2000 25 50,W 200.00 400.OQ 
4000 50 25&? 100&O MO.QO 

%mount of Type B (as-fed basis) needed to Produce th& comPonent Portion of the tation with desired leval of monensin is as iolio~s: 

(Desired level of monensin in ComPonent, glton 1 g/ton of mo’nensin in Type Bj X 2000 
Example Top Dress: Desire 50 g/ton monensin in componrint, & Type B contains 600 g/ton of monensin. 
Example Solution: (50 g/tan ! 500 g/ton monensh in T;pe 9) x 2000 = 200 15 of T{pe Ef ncujded par ton of Ttp Dress 

b it is recommended that Type B feeds containing more than 1440 @ton be further diluted before mixing into Top Dress. 
An exampte of further dilution would be a ratio of 19 of Type B Medicated FeeckUnmedicated Fe”ed. 

’ (Desired concentration Df monensin in Tvpe B feed, gftony 80 g/lb. Example:SO? @ton I80 g/lb = 6.25& Rumensin 80 Per ton of Type B 



CbWti0n 

Do not allow horses or other equines acqess to feeds ~o~~~~i~g.~o~~sin. Ingestion of 
monensin by horses has been fatal. Monensin medicated feed is safe for use in cattle 
only. Consumption by unapproved species may result in toxic reactions. Do not feed 
undiluted. Feeding undiluted or mixing errors resulting in high concentrations of 
Monensin has been fatal to cattle. If feed refusals containing moriens$ are fed to other 
groups of cattle, the concentration of monensin in- the refusals and amount of refusals fed 
should be taken int6 consideration to prevent manensin overdosing. Must be thoroughly 
mixed in feeds before use. 

You May r4otke 
* Reduced voluntary feed intake in dairy cows fed monensin, This reduction 

increases with higher doses of monensin fed. Rule out manensin as the cause of 
reduced feed intake before attributing to other causes such as illness, feed 
management, or the environment. 

l Reduced milk fat percentage in dairy GOWS fed monensin. This reduction increases 
with higher doses of monensin fed. 

0 Increased incidence and treatment of cystic ovaries and metritis mdairy cows fed 
monensin. 

o Reduced conception rates, increased services per-animal, and extended days open 
and corresponding caIving intervals in dairy cows fed monensin, 

Have a comprehensive and ongoing nutritional, reproductive and herd l$alth program in 
place when feeding monensin tG dairy cows. 

Warning 
A withdrawal time has not been established for pre-ruminating calves. Do not use in 
calves to be processed for veal. 

~~~~f~~ur~d By 
Blue Bird Feed Mill 

Any fowl, USA i2345 

*Final printed label on formulated Type B,medicated feed must bear a sJngfe drug 
concentration. 



Net Weight lb on bag or bulk: 

Monensin ~~di~~~ed Dairy %&le Feed 
Liquid Type B ~~di~~~~d Reecl ’ 

For Use in Dairy Cattie Feeds Chly 
Do Not Feed Undifuted 

IMPORTANT: MUST BE THOROUGHLY MIXED INTO FEED BEFORE USE 

For Increased Milk Production Efficiency (production of rn~ke~b~e solids-corrected milk 
per unit of feed intake) 

Active Drug Ingredient 
Monensin sodium ,,......~..,..,...I....~....~...............,,....,.,... 40 to 1440 g/ton* 

Guarwieed AnaIysis 
Crude Protein, not less than .............................................. % 
Non-Protein Nitrogen (NPN)‘, not m,ore than ........................ % 
Crude Fat, not less than .................................................. % 
Crude Fiber, not more than .............................................. % 
Acid Detergent Fiber, not more than ................................... % 
Calcium, not less than .................................................... % 
Calcium, not more than ................................................... % 
Phosphorus, not less than ................................................ % 
SaJt2, not less than ......................................................... % 
Salt2, not more than ....................................................... % 
Sodium3, not less than .................................................... ----% 
Sodium 3, not more than ................................................... % 
Potassium, not less than ................................................... % 
Selenium, not less than ................................................... 
Vitamin A 2p, not less than 

ppm 
............................................... I.U./lb 

PH ........................................................................... 43 to.7.1 

‘When added. 
2 If added 
3Shall be guaranteed only when total sodium exc&eds.that furnished by the rr~ximum silt guarantee. 
40ther than precursors of Vitamin A, ’ 

Ingredients 
Each ingredient must be named in accordance with the names and definirions adopted by the 
Association of American Feed Control Officials. 



Mixing Dire&fans fw Total Mixed Rations 
Thoroughly mix monensin Type I3 Medicated Feed into one ton ‘of totai mixed ration 
(complete feed) to obtain the correct concentration in the Type C Medicated Feed (11 to 22 
g/ton monensin in total mixed ration (complete feed), 100% dry matter basis) (Table 1). 
[Use.only the portion of the table below that is applicable to the concentration ofmonensin in 
the Type B Medicated Feed you manufacture.] 

Table 1: Mixing Directions for Dairy&w Total Mixed Retkks~R)a 

Desired monensin 
concentration In The 8 Feed, 

U@& mcnensln concentration, 
Amqnt)of Romens!n 80 

@ton; as-fed basis needed per ton of Type‘.& lb” 
Dry matter of ‘of &tall in TMFP 

TMR, % 11 $5 22 
l~~~S(dS~n~d~~~~MR 

500 6.25 60 22.00 30.00 44.00 
6a 26.40’ 36.00 52.80 

1440 la 50 7.64 10.42 1526 
60 9.17 12.50 18.33 

aAmaunt of Type B (as-fed basis) ne6ded to prodcce the TMR with d&red level of monensir~ is s follows: 
((Desired level of monen$in in Tk4R, g&an) X (X &J matter of TMR)l&on of rn~)emiin in ‘l’qe B) X 2DQO 

Example Diet: Desks t 1 ?$on monensin in Th4R (dry matter be&~. TMR contains 50% dry nWtet, & Tygs i3 cuntains Mx) g&on of monensin. 
Example Sofution: ((11 g/ton) X (0.50 dry maiter of%&) I 500 @“KM mot&in in Type.6) X 4000 = 22 lb of Type Et needed &iv (on of TMR 

b (Desired concentration of monensin in Tyfx B faed, @on)l80 g/lb. Example: 500 gAon I80 g!tb = 8.25 lb Rumer@~ 80 per tan of Type B 
c 100% dry matler basis 

Mixing Directions for Companeat Feeding Sy&em~ (~‘~~~~di~g Top Dress) 
Thoroughly mix mane&n Ty$e B Medicated Feed into one ton ofcomponent portion of the 
ration to obtain the correct ccmcentr#ion in the Type C Medicated Eeed (11 to 400 g/ton 
monensin) (Table 2). [Use only the portion of the table below .&at is applicable to the 
concentration of monensin in the Type B Medicated Feed you manufacture.] 

Table 2: Mixing Directions for Deity Cows hCcmponenl Feeding Systems ~~nciudj~g Top Dress)a 

Desired monansln 
concentration in Type I3 Feed, haunt of Rumensln 80 
g/ton; as-fed basis needed per ton of Type B, td 50 MO 400 

- , 

500 6.25 
lb ofTwe &fas@idj p&t&~ btc~rm@~t?entie+ji 

200.00 am.OQ ~600.00 
loo0 12.5 100.00 4iBm a(.lQ.Qa 
1440 18 68.44 ‘, 27.7.78 5figm 

aAmotmt of Type B (as-fed bask) needed to produce the component portion of the rati& with desired lev@ of monensin is as foltows: 
(Desired level of monensin in component. g/ton I g/ton of monensin in Type Bf X 2000 

Example TOP Dress: Desire 50 g&an monensin in coniponent. 8,Type B contains 500 g/ton of monensin. 
Example Salutttn:(50 g/tan I500 glfan monensin in Type B) X BIG = 200 Ib of Type 5 needed per ton of Top Dress 

b (Desired concentration of monensin in Type 8 feed, g/ton)/ 80 g/lb. Example.500 g/ton 180 g/lb =6.25 lb F&men&n 80 per ton of Type B 



For liquid feeds stored in recirculating tank systems: Recinzulate imm~i~tely prior to use for 
not less.than 10 minutes, moving not less than I percemof the tank contents per minute from 
the bottom of the tank to the top. Recirculate daily as described even when not used. 

For liquid feeds stored in mechanical, air or other agitation-tag tar&systems: Agitate 
immediately prior to use for not less than 10 minutes; creating a turbulence at the bottom of 
the tank that is visible at the top. Agitate. daily as described oven when not used. 

Caution 
Inadequate mixing or agitation of monensin liquid Type B Medicated Feed has resulted in 
increased monensin concentration, which has been fatal to cattle. Do not allow horses or 
other equines access to feeds containing monensin. Ingestion of monensin by horses has 
been fatal. Monensin medicated feed is safe for use in cattIe anly. Consumption by 
unapproved species may. result in toxic reactions Do not feed unc$luted. Feeding undiluted 
or mixing errors resulting in high concentrations of monensin has been fatal to cattle. If feed 
refusals containing monensin are fe_d to other groups of cattle, the concentration of monensin 
in the refusals and amount of refusals fed should be taken into consideration to prevent 
monensin overdosing. Must be thoroughly mixed in feeds before use. 

You May Not&e 
l Reduced voluntary feed intake in dairy cows fed monensin. This reduction increases 

with higher doses of monensin fed. Rule out monensin as. the cause of reduced feed 
intake before attributing to other causes such as illness, feed man;ngement, or the 
environment. 

e Reduced milk fat percentage in dsiry cows fed monensin. This r&luction increases 
with higher doses of monensin fed. 

o Increased incidence and treatment of cystic ovaries and metritis in dairy cows fed 
monensin. 

* Reduced conception rates, increased services per animal, and extended days open and 
corresponding calving intervals in dairy cows fed monensin. 

Have a comprehensive and ongoing nutritional, reproductive and herd health program in 
place when feeding monensin to dairy GOWS. 

Warning 
A withdrawal time has not been established for pre-~rni~~t~g calves. Do not use in calves 
to be processed for veal. 

~a~~fa~t~~~d By 

Blue Bird Feed I$11 
Any town, USA 12345 

Expiration Date: 8 weeks after manufae$re 

*FinaI printed label on formulated Type B medicated feed must bear a single drug 
concentration. 



Net Weight fb on bag or bulk 

Monensirn Medichted Dairy Cattle Feed 
Type C ‘Medicated Feed 

For Component Feeding Systems (Inchding Top Dtess;) 

For Use in Dairy Cattle Feeds Only 

For Increased Milk Production Efficiency broduction of market@le solids”corrected milk 
per unit of feed intake). 

Active Drug Ingredient 
Monensin sodium . . . . . . . . . . . . ..**...........~*.........*.....*. 11 to ilOO.g/ton* 

Guaranteed Analysis 
Crude Protein, not less than .............................................. % 
Non-Protein Nitrogen (NPN)‘, not more than ........................ % 
Crude Fat, not less than .................................................. % 
Crude Fiber, not more than .............................................. % 
Acid Detergent Fiber, not more than ................................... % 
Calcium, not less than .................................................... % 
Calcium, not more than ................................................... % 
Phosphorus, not less than ................................................ % 
Salt2, not less than ......................................................... % 
Salt’, not more than ....................................................... % 
Sodium3, not less than .................................................... % 
Sodium 3, not more than .................................................. % 
Potassium, not less than ................................................... % 
Selenium, not less than ................................................... 
Vitamin A 2’4, not less than 

ppm 
............................................... Z.U.JXb 

‘When added. 
* Ifadded 
‘Shall be guaranteed only when total sodium exceeds that furnished by the maximum salt guarantee. 
40ther than precursors of Vitamin A. 

Ingredients 
Each ingredient must benamed in accordance with the names and~de~nitio~s adopted by the 
Association of American Feed Control Officials, 



Feeding Directions 

Feed continuously to dry and lactating dairy cows in a component or top 4ess a Type C 
Medicated Feed containing 11 to 400 g&n monensin. The Type C MediGated Feed must be 
fed in a minimum of 1 pound of feed per cow per day to prqvide 185 to 660 mg/head/day 
monensin to lactating cows or 115 to 410 mg/head/day monensin to dry co,& (Table 1). This 
provides cows with similar amocmt~s of monensin they would re&ivc hy ctinsuming total 
mixed rations containing 11 to 22 &/ton monensin on a 100% dry matter basis. Use the table 
below to determine the amount ok Type C Medicated Feed needed. Use o&y the portion of 
the table applicable to your Type C Medicated Feed. 

TabEe 1. Feeding Directions in Which Mopensin is Delivered in a Type G, Medicated Feed for 
Component Feeding Systems (l~c~~din~ Tap Dress). 

Amount of Type C to feed (iblheadlday) 

“The concentration of monensin in the Type C m,edicated feed must be between 1 i and 400 g/ton (as&d basis) 
bAmount of Type C medicated feed (as-fed basis) needed to produce the total diet with desired level ofmonensin is as follows: 

(Total dry matter intake, Iblhdlday) X (desired level of monenstn in the total diet ration, g/ton) I [monansin concentration in Type C 
feed, g/ton as-fed basis) 

Example Diet: Dry tiatter,intake is 50 lb/cow/day, desire 22 g/ton in total ration, medicated Type C contains 400 g/ton monensin. 
Example Solution: (50 lb DMI) X (22 g/ton) / @IO0 giton) = 2.8 lb of Type C medicated feed needed per cow per day 

Caution 
Do not allow horses or other equines access to feeds containing monensin. Ingestion of 
monensin by horses has been fatal. Monensin medicated feed is safe $br use in cattle only. 
Consumption by unapproved @&es may result in toxic react&s. Feeding undiluted or 
mixing errors resulting in high concentrations of monensin has been fatal to cattle. If feed 
refusals containing monensin are fed to other groups of cattle, the concentration of monensin 
in the refusals and amount of refusals fed should be taken into consideration to prevent 
monensin overdosing. Must be thoroughfy mixed in feeds before use. 



You May Notice 
l Reduced voluntary feed intake in dairy cows fed monensin. This reduction increases 

with higher doses of monensin fed. Rule .ouC monensin as the cause oft-educed feed 
intake before attributing to other causes such as illness, feed managemertt, or the 
environment. 

* Reduced milk fat percentage in dairy cows fed monensin, This reduotion increases 
with higher doses of monensin fed. 

0 Increased incidence and treatment of cystic ovaries and met&is in dairy cows fed 
monensin. 

* Reduced conception rates, increased services per animal, and extended days open and 
corresponding calving intervals in dairy cows fed monensfn. 

Have a comprehensive and ongoing nutritional, reproductive and herd health program in 
place when feeding monensin to dairy cows. 

WarniFg 
A withdrawal time has not been established for pre-ruminating calves. Do not use in calves 
to be processed for veal. 

Blue Bird Feed Mill 
Any town, USA 1234$ 

Expiration Date: Type C cattle feeds containing 30 grams or less mosensin sodium per ton 
shall bear an expiration date of 30 days after date of manuf&&re 

*Final printed labei on formulated Type C medicated feed must bear a single drug 
concentration. 



Net Weight lb on bag or bulk 

Monensh Medicated Dairy Cattle Feed 
Type ‘C Medicated Feed 

For Total Mixed Rations 

For Use in Dairy Cattle Feeds Only 

For Increased Milk Production Efficiency (production of marketable solids-corrected 
milk per unit of feed intake). 

Active Drug Ingredient 
Monensin sodium . . . . . . . . . ..I..... I . . . . . . . . . . . . . ..~...***..I............ 11 ro22g/ton* 

Guaranteed Analysis 
Crude Protein, not less than ............................................. % 
Non-Protein Nitrogen (NPN)‘, not more than ........................ 
Crude Fat, not less than 

.___- % 
.................................................. % 

Crude Fiber, not more than .............................................. % 
Acid Detergent Fiber, not more than ................................... % 
Calcium, not less than .................................................... % 
Calcium, not more than ................................................... % 
Phosphorus, not less than ................................................ % 
Salt2, not less than ................................................. ::. ..... % 
Salt’,notmorethan.. ...................................................... % 
Sodium3, not less than .................................................... % 
Sodium 3, not more than .................................................. % 
Potassium, not less than ................................................... % 
Selenium, not less than ................................................... 
Vitamin A 234, not less than 

LPm 
............................................... I.U./lb 

‘When added. 
2 If added 
‘Shall be guaranteed only when total sodium exceeds that furnished by the maxiwm ~lt guarantee. 
‘Other than precursors of Vitamin A. 

Ingredients 
Each ingredient must be named .in accordance with the names and definitions adopted by 
the Association of American Feed Control Officials, 



Feeding ~irfxtions 

Feed continuously to dry and lactating dairy cows a total mixed ration (t‘complete feed”) 
containing I 1 to 22 g/ton monensin on a 100% dry matter basis, 

Caution 
Do not aIlow horses or other equjneszcess to feeds containing monensin. Ingestion of 
monensin by horses has been fatal. Monensin medicated feed is, safe for use in cattle 
only. Consumption by unapproved species may result in toxic reactions. Feeding 
undiluted or mixing errors resulting in high concentrations of monensin has been fatal to 
cattle. If feed refusals containing monensin are fed to ,other groups of cattle, the 
concentration of monensin in the ref%tsals and amount of ref~als fed should be taken into 
consideration to prevent monensin overdosing. Must be thoroughly mixed in feeds before 
USi% 

You May Notice 
0 Reduced voluntary feed intake in dairy cows fed monenG. This reduction 

increases with higher duses of monensin fed, Rule out m~nensi~ a$ the cause of 
reduced feed intake before attributing to other causes such as iilness, feed 
management, or the environment. 

* Reduced milk fat percentage in d&y cows fed monensin. This reduction increases 
with higher doses of monensin fed. 

o Increased incidence and treatment of cystic ovaries and metritis in dairy cows fed 
monensin. 

o Reduced conception rates, increased services per animal, and extended days open 
and corresponding calving intervals in dairy cows fe&munensin. 7 

Have a comprehensive and ongoing nutritionat, reproductive and herd heahh program in 
place when feeding monensin to dairy cows. 

Warning 
A withdrawal time has not been established for pm-ruminating calves. Do not use in 
calves to be processed for veal. 

Manufactured By 
Blue Bird Feed Mill 

Any town, USA 12345 
Expiration Date: 30 days after manufacture 

*Final printed label o!~ formulated Type C medicated feed must bear a single drug concentration. 


